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Applicant's election without traverse of Group I, Claims 1- 
23 in the response filed 10/4/04 is acknowledged. 

Claims 24-40 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected 
invention, there being no allowable generic or linking claim. 
Election was made without traverse the response filed 10/4/04. 

Claims 4-9, 14-16, 22 and 23 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 4 is confusing in the recitation "said selection 
marker is leucine histidine, tryptophan, or uracil" as leucine 
histidine, tryptophan, and uracil can not be comprised within a 
vector. The selection markers in applicants vectors are genes 
which are involved in the biosynthesis of leucine histidine, 
tryptophan, and uracil, i.e., the HIS3 gene, the TRP1 gene, the 
LEU2 gene and the URA3 gene. 

Claims 5 and 6 are confusing in the recitation of "said 
expression vectors contain a tag" and "said tag is myc, HA, or 
FLAG 6his" as vectors cannot comprise peptide tags. It is 
assumed applicants intended claim 5 to recite that the IKK 
subunit comprises a tag. Furthermore, it is noted that the "or" 
in Claim 6 should correctly to placed following "FLAG". 
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Claim 7 (upon which Claims 8 and 9 depend) is confusing in 

the recitation of "said yeast expression vectors contain an 
inducible promoter or a constitutive promoter" as the vectors 
are limited in Claim 1 (from which Claims 7-9 depend) to 
comprising inducible promoters. 

Claim 14 lacks antecedent basis for "said IKKot" in Claim 11 
and "said IKKp" in Claim 10. 

Claim 15 lacks antecedent basis for "said leu (met) vector". 

Claim 16 is confusing in the recitation "wherein 
constitutive expression is induced under the alcohol 
dehydrogenase promoter" as the vectors are limited in Claim 1 
(from which Claim 16 depends) to comprising inducible promoters. 
Furthermore, it is unclear how constitutive expression can be 
induced as the terms are mutually exclusive. 

Claims 22 and 23 lack antecedent basis for "said purified 
IKK protein". 

Claim 22 is confusing in the recitation of "substantially 
homologous to IKK isolated from wild-type cells" as the term 
"substantially homologous" is a relative term which renders the 
claim indefinite. The term "substantially homologous" is not 
defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree of homology that 
must be present, and thus one of ordinary skill in the art would 
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not be reasonably apprised of the scope of the invention. 
Furthermore, the claim does not define what cells are the "wild- 
type" cells such that a skilled artisan would even know what the 
reference protein is. 

Claims 14-16 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim (s) contains subject matter which was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor (s) , 
at the time the application was filed, had possession of the 
claimed invention. 

Claims 14-16 recite two specific vectors which the 
specification and prior art fails to provide a sufficient 
description of i.e., pES 86(+) and leu (met ) . While pages 13-14 of 
the specification imply that these vectors are commercially 
available from Stratagene, the Stratagene web site and online 
catalog contains no mention of these vectors. Furthermore, the 
specification includes no description of the components of these 
vectors such that one can know how they differ from any other 
yeast expression vectors. The only information in the 
specification regarding these vectors is that pES 86(+) includes a 
alcohol dehydrogenase promoter and leu (met) includes a promoter 
that is repressed in the presence of methionine and induced by the 
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removal of methionine. In view of the lack of description of the 
elements of these two vectors, the scope of Claims 14-16 is 
unclear. For purposes of further examination the phrase "a met 
promoter from a leu (met) vector" in Claim 14 is interpreted as any 
promoter that is repressed in the presence of methionine and 
induced by the removal of methionine, the phrase "subcloned into 
said leu (met) vector" in Claim 15 is interpreted as subcloned into 
any yeast expression vector comprising a promoter that is 
repressed in the presence of methionine and induced by the removal 
of methionine and the phrase "subcloned into the pES 86(+) vector" 
in Claim 16 is interpreted as subcloned into any yeast expression 
vector comprising a alcohol dehydrogenase promoter 

Claims 14-16 are rejected under 35 U-S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. 
The claim (s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The invention appears to employ novel vectors, i.e., pES 
86(+) and leu (met) . Since the vectors are essential to the 
claimed invention, they must be obtainable by a repeatable method 
set forth in the specification or otherwise be readily available 
to the public. The claimed plasmids 1 sequences are not fully 
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disclosed, nor have all the sequences required for their 

construction been shown to be publicly known and freely available. 

While pages 13-14 of the specification imply that these vectors 

are commercially available from Stratagene, the Stratagene web 

site and online catalog contains no mention of these vectors. The 

enablement requirements of 35 U.S.C. § 112 may be satisfied by a 

deposit of the plasmids . The specification does not disclose a 

repeatable process to obtain the vectors and it is not apparent if 

the DNA sequences are readily available to the public. 

Accordingly, it is deemed that a deposit of these plasmids should 

have been made in accordance with 37 CFR 1.801-1.809. 

If the deposit is made under the terms of the Budapest 
Treaty, then an affidavit or declaration by applicants, or a 
statement by an attorney of record over his or her signature and 
registration number, stating that the specific strain has been 
deposited under the Budapest Treaty and that the strain will be 
available to the public under the conditions specified in 3 7 CFR 
1.8 08, would satisfy the deposit requirement made herein. 

If the deposit is not made under the Budapest treaty, then in 
order to certify that the deposit meets the criteria set forth in 
37 CFR 1.8 01-1.8 09, applicants may provide assurance or compliance 
by an affidavit or declaration, or by a statement by an attorney 
of record over his or her signature and registration number, 
showing that: 

1. during the pendency of this application , access to the 
invention will be afforded to the Commissioner upon request; 

2. upon granting of the patent the strain will be available 
to the public under the conditions specified in 37 CFR 1.808; 

3. the deposit will be maintained in a public repository for 
a period of 30 years or 5 years after the last request or for the 
effective life of the patent, whichever is longer; and 

4. the deposit will be replaced if it should ever become 
inviable . 
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The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application -currently names joint inventors. In 

considering patentability of the claims under 35 

U.S.C. 103(a), the examiner presumes that the subject matter 

of the various claims was commonly owned at the time any 

inventions covered therein were made absent any evidence to 

the contrary. Applicant is advised of the obligation under 37 

CFR 1.56 to point out the inventor and invention dates of each 

claim that was not commonly owned at the time a later 

invention was made in order for the examiner to consider the 

applicability of 35 U.S.C. 103(c) and potential 35 

U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-13, 16-20, and 22-23 are rejected under 35 U.S.C. 

103 (a) as being unpatentable over either Li et al or Rothwarf et 

al. (Reference C27 of Applicant's PTO-1449) in view of Epinat et 

al, 

Each of Li et al . and Rothwarf et al . teach the 
coexpression of IKKa, IKK|3 and IKKy genes in a eukaryotic host by 
inserting the genes encoding each subunit fused to a tag (HA, 
FLAG or c-myc) into a mammalian expression vector, growing the 
host cell, lysing the host cell, and immunoprecipatating the IKK 
complexes. The only difference in the methods taught by Li et 
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al. and Rothwarf et al . to the methods of the instant claims is 
that in the instant claims the expression host used is yeast. 

Epinat et al . teach that yeast is a convenient host for the 
reconstitution of the NF-kB system since it does not contain any 
endogenous NF-kB activity (see page 6 03) and that the 
reconstituted system provides an easy assay for testing stimuli 
or specific proteins that are postulated to be involved in NF-kB 
signaling (see page 609). Epinat et al . further teach 
expression vectors for the recombinant expression of genes 
involved in the NF-kB signaling pathway in yeast cells under the 
control of both constitutive promoters such as the ADH1 promoter 
and inducible promoters such as the GAL1 promoter. The yeast 
expression vectors comprise selection markers such as the URA3 
or LEU2 genes. 

As the IKK complex is well known to be part of the NF-kB 
signaling pathway it would have been obvious to one of ordinary 
skill in the art to reconstitute the IKK complex in a yeast host 
cells by expressing the IKK subunit genes of Li et al . or 
Rothwarf et al . in yeast using any known yeast expression vector 
or yeast expression vectors as taught by Epinat et al. 

Claims 14, 15, and 21 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Li et al or Rothwarf et al. 
(Reference C27 of Applicant's PTO-1449) in view of Epinat et al . 
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as applied to claims 1-13, 126-20, and 22-23 above, and further 
in view of either or both of Mumberg et al . (Reference C22 of 
Applicant's PTO-1449) or page 23 of the 1999 Stratgene catalog. 

Li et al., Rothwarf et al . and Epinat et al . are discussed 
above. They do not teach the specific yeast expression vectors 
recited in the instant claims. 

Mumberg et al . teach yeast expression vectors which include 
a methionine repressible promoter which is inducible by growing 
the yeast cells in media lacking methionine. 

Page 23 of the 1999 Stratagene catalog teach the pESC yeast 
expression vectors which designed for expression and functional 
analysis of eukaryotic genes in yeast and specifically designed 
to provide epitope tagging of the expressed proteins. 

As each of Mumberg et al . and the Stratagene catalog teach 

vectors specifically designed for the expression of heterologous 

genes in yeast it would have been obvious to use these vectors, 

or a vector including the methionine repressible promoter of 

Mumberg et al . and the epitope tagging and other features of the 

pESC vectors for the expression of the genes of Li et al . or 

Rothwarf et al . 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Rebecca 
Prouty, Ph.D. whose telephone number is (571) 272-0937. The 
examiner can normally be reached on Monday-Friday from 8:30 to 
4:30. 
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If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Ponnathapura 
Achutamurthy, can be reached at (571) 272-0928. The fax phone 
number for this Group is 571-273-8300. 

Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group 
receptionist whose telephone number is (571) 272-1600. 




Rebecca Prouty 
Primary Examiner 
Art Unit 1652 



